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ENVIRONMENTAL  PROTECTION 
AGENCY 

40  CFR  Part  713 

[OTS-081005;  FRL  1270-1] 

Submission  of  Notice  of  Manufacture 
or  Importation  of  PBBs  and  Tris 

agency:  Environmental  Protection 
Agency. 

action:  Proposed  rule:  notice  of 
opportunity  for  comment. 

summary:  The  Environmental  Protection 
Agency  (EPA)  is  proposing  to  require 
that  it  be  notified  of  any  manufacture  or 
importation  of  polybrominated 
biphenyls  and  tris  (2,3-dibromopropyl) 
phosphate.  This  proposal  is  made  on  the 
initiative  of  the  Agency.  The  purpose  of 
the  notice  requirement  is  to  confirm  that 
these  substances  are  no  longer  being 
manufactured  or  imported  and  to  ensure 
that  EPA  has  the  opportunity  to 
investigate  the  circumstances  of  any 
resumption  of  production. 

DATES:  Written  comments  on  this 
proposal  must  be  received  on  or  before 
December  11, 1979. 

ADDRESS:  Written  comments  should 
bear  the  document  control  number  OTS- 
081005  and  should  be  submitted  to  the 
Document  Control  Officer.  Office  of 
Toxic  Substances  (TS-793),  U.S. 
Environmental  Protection  Agency,  401  M 
Street,  SW,  Washington,  D.C.  20460.  All 
written  comments  filed  pursuant  to  this 
notice  will  be  available  for  public 
inspection  at  the  above  address  from 
9:00  a.m.  to  5:00  p.m..  Monday  through 
Friday. 

FOR  FURTHER  INFORMATION  CONTACT: 

Director,  Industry  Assistance  Office, 
Office  of  Toxic  Substances  (TS-799), 
Environmental  Protection  Agency, 
Washington.  D.C.  20460.  800-424-9065: 
in  Washington  call  554-1404. 
SUPPLEMENTARY  INFORMATION: 

Background 

There  is  significant  evidence  that 
polybrominated  biphenyls  (PBBs)  and 
tris(2,3-dibromopropyl)  phosphate  (Tris) 
may  present  risks  to  health  and  the 
environment.  They  have  apparently 
gone  out  of  production,  except  for  the 
importation  of  plastic  pellets  containing 
PBBs.  The  purpose  of  this  proposed 
notice  requirement  is  to  confirm  that  the 
substances  are  no  longer  being 
manufactured  or  imported  per  se.  and  to 
ensure  that  EPA  has  the  opportunity  to 
investigate  the  circumstances  of  any 
resumption  of  production. 

On  October  13, 1977,  the 
Administrator  of  the  EPA  announced  in 


the  Federal  Register  (42  FR  55134)  the 
Agency’s  intern  to  investigate  the  need 
to  control  PBBs  under  the  Toxic 
Substances  Control  Act  (TSCA)  (15 
U.S.C.  2601  et  seq.).  EPA  prepared  a 
hazard  assessment  document  evaluating 
the  known  health  and  environmental 
effects  of  PBBs.  The  assessment 
indicated  that  PBBs  are  persistent; 
bioaccumulate  in  the  environment:  and 
are  embryotoxic,  mutagenic,  teratogenic, 
and  potentially  carcinogenic. 

On  April  8, 1977,  the  Consumer 
Product  Safety  Commission  acted  to  ban 
the  use  of  Tris  in  children’s  wearing 
apparel  after  Tris  was  found  to  be  an 
animal  carcinogen  (see  42  FR  18850- 
18851).  All  production  of  Tris  in  the 
United  States  apparently  stopped  by  the 
end  of  1977. 

Since  these  chemical  substances  are 
apparently  not  in  production  per  se,  the 
Agency  has  decided  that  control  action 
is  not  warranted  at  this  time.  Therefore, 
the  Agency  has  determined  that  a 
reporting  rule  proposed  pursuant  to 
section  8(a)  of  TSCA  (15  U.S.C.  2607(a)) 
is  the  appropriate  course  of  action. 

The  proposed  section  8(a)  rule  would 
require  notification  to  EPA  of  the 
manufacture  or  import,  or  the  proposal 
to  manufacture  or  import,  PBBs  or  Tris. 
After  receipt  of  a  notice  EPA  would 
determine,  through  follow-up 
investigation,  whether  the  activity  may 
present  an  unreasonable  risk  to  health 
or  the  environment.  If  EPA  finds  that  an 
unreasonable  risk  may  result,  EPA  will 
consider  additional  regulatory  action  to 
control  the  proposed  PBB  or  Tris 
activity,  including  a  ban  under  section  6 
of  TSCA  (15  U.S.C.  2605). 

Polybrominated  Biphenyls  (PBBs) 

PBBs  were  manufactured  between  the 
years  1970  and  1977  and  were  used  as  a 
flame  retardant  for  a  variety  of  plastic 
products.  Three  companies,  one  in 
Michigan  and  two  in  New  Jersey, 
manufactured  PBBs.  All  three 
companies,  Michigan  Chemical  Co.,  St. 
Louis,  MI  (now  owned  by  Velsicol 
Chemical  Corp.);  the  Fine  Organics 
Division  of  Hexcel  Corp.,  Sayerville,  NJ 
(plant  production  site  now  owned  by 
Saytech  Inc.):  and  White  Chemical  Co., 
Bayonne,  NJ,  have  discontinued  the 
manufacture  of  PBBs.  Except  for  one 
company  importing  plastic  pellets 
containing  PBBs,  no  other  companies  are 
known  to  currently  manufacture  or 
import  PBBs. 

In  1973,  approximately  2,000  pounds  of 
PBBs  were  mistakenly  shipped  as  an 
animal  feed  additive  to  the  Michigan 
Farm  Bureau  where  it  was  inadvertently 
mixed  with  animal  feed  and  later 
distributed  to  farmers.  This 
contaminated  animal  feed  caused 


widespread  disease  symptoms  among 
cattle  and  other  farm  animals.  Before 
the  problem  could  be  identified, 
however,  the  animal  feed  was 
commercially  distributed,  resulting  in 
the  exposure  of  a  large  portion  of  the 
population  of  Michigan  to  PBBs. 
Subsequently,  thousands  of  farm 
animals  were  destroyed. 

Other  exposures  to  PBBs  have 
occurred.  It  has  been  estimated  that  in 
1977,  0.1  percent  of  the  PBBs 
manufactured  or  processed  were 
emitted  to  the  air  as  particulate  matter. 
Smaller  amounts  of  PBBs  were  released 
to  sewer  systems.  Monitoring  studies  of 
soil  surrounding  PBB  manufacturing 
plants  showed  levels  of  PBBs  ranging 
from  0.94  ppm  to  3,500  ppm.  Little 
information  is  available,  however, 
indicating  whether  or  not  the  levels  of 
PBBs  remaining  in  the  environment  are 
sufficiently  significant  to  cause  adverse 
health  or  environmental  effects. 
Furthermore,  an  unknown  amount  of 
PBB  end  products  remains  in  use, 
consisting  mostly  of  plastic  materials 
into  which  PBBs  have  been 
incorporated. 

In  1977,  EPA  prepared  a  hazard 
assessment  document  on  PBBs,  which 
indicates  that  PBBs  bioaccumulate  and 
are  persistent,  mutagenic,  embryotoxic, 
and  potentially  carcinogenic.  On 
October  13, 1977,  the  EPA  announced  its 
intent  (42  FR  55134)  to  investigate  the 
need  to  control  PBBs  under  TSCA. 

EPA  has  subsequently  concluded  that 
PBBs  currently  pose  no  general  threat  to 
health  and  the  environment.  The  three 
activities  that  result  in  the  primary 
sources  of  exposure  to  PBBs — 
manufacturing,  processing,  and 
distribution  of  the  substance  perse — 
have  apparently  ceased.  The  use  or 
disposal  of  plastics  which  contain  PBBs 
is  not  expected  to  result  in  significant 
exposure  of  man  or  the  environment  to 
PBBs  because  of  the  unlikelihood  that 
PBBs  will  leach  out  of  the  plastics  in 
detectable  quantities.  The  exposure  to 
PBBs  resulting  from  former  PBB-related 
activities — the  Michigan  farm  feed 
distribution  incident  and  the 
manufacture  and  processing  of  PBBs — 
appears  to  be  adequately  controlled  by 
programs  administered  by  the  States  of 
New  Jersey  and  Michigan  and  the  Food 
and  Drug  Administration.  EPA  is 
investigating  the  one  known  PBB 
activity,  the  importation  of  plastic 
pellets  containing  PBBs.  The  greatest 
exposure  to  PBBs  occurs  during  the 
manufacturing  and  processing  of  the 
substance  and  the  initial  compounding 
phase  when  PBBs  are  mixed  with 
plastics  prior  to  the  formation  of  plastic 
articles.  Since  this  compounding 
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operation  is  completed  prior  to  the 
importation  of  the  plastic  pellets,  the 
greatest  potential  for  exposure  in  this 
country  is  probably  removed.  However, 
it  is  possible  that  workers  processing 
these  plastic  pellets  into  finished 
articles  might  be  exposed  to  PBBs.  EPA 
will  continue  to  investigate  this  PBB 
activity  to  determine  the  potential  for 
risk.  Therefore,  EPA  has  determined  that 
there  is  currently  no  need  to  directly 
regulate  any  of  the  PBB-related  activities 
by  using  the  authority  granted  to  EPA 
under  TSCA  section  0.  y 

However,  in  order  to  assess  the  risks 
that  new  exposure  to  PBBs  may  present 
if  the  manufacture  or  import  of  PBBs  is 
resumed.  EPA  is  proposing  a  section  8(a) 
reporting  rule. 

Tris(2,3-Dibromopropyl)  Phosphate 
(Tris) 

In  September  1978,  EPA  prepared  a 
hazard  assessment  document  on  Tris,  a 
substance  used  in  recent  years  as  a  fire- 
retardant  additive  for  some  textiles  and 
plastics.  Commonly  used  names  for  this 
substance  are  DBPP,  TBPP,  Tris-BP,  and 
Tris.  Tris,  the  name  which  will  be  used 
in  this  document,  is  the  most  frequently 
used  of  these. 

Physically,  Tris  is  an  odorless,  pale 
amber  to  light  yellow,  oily  viscous 
liquid.  It  has  been  available 
commercially  since  the  1950’s,  but  did 
not  come  into  significant  use  until  the 
early  1970's.  The  emergence  of  Tris  as  a 
commercially  important  fire-retardant 
additive  is  attributable  in  part  to  the 
application  of  the  flammability 
standards  established  under  the 
Flammable  Fabrics  Act  (15  U.S.C.  1191- 
1204)  to  such  items  as  children's 
sleepwear,  carpets,  rugs,  mattresses, 
and  mattress  pads. 

Evidence  of  a  potential  health  hazard 
from  the  use  of  Tris  first  appear  in  the 
latter  part  of  1975  when  Tris  was 
reported  to  display  mutagenic  activity  in 
the  Ames-type  bioassay.  Tris  was 
already  being  tested  for  carcinogenicity 
under  the  auspices  of  the  National 
Cancer  Institute  (NCI)  when  the 
mutagenicity  data  were  reported.  In 
February  1977,  NCI  reported  that  Tris 
was  an  animal  carcinogen. 

In  April  1977,  the  Consumer  Product 
Safety  Commission  (CPSC)  banned  the 
use  of  Tris  in  children's  wearing 
apparel.  As  a  result,  all  production  of 
Tris  in  the  United  States  apparently 
stopped  by  the  end  of  1977. 

Although  Tris  is  apparently  out  of 
commercial  production,  there  are  no 
regulations  to  preclude  its  manufacture 
or  reentry  to  the  market  in  the  future 
(though  CPSC’s  policy  does  essentially 
preclude  it  from  use  in  children's 
wearing  apparel).  Because  the 


acceptability  of  its  reentry  would 
depend  largely  on  the  potential  for 
human  exposure  associated  with  its 
intended  use,  it  is  important  that  EPA 
have  an  opportunity  to  investigate  the 
circumstances  of  any  such  activity. 

An  appropriate  means  for  EPA  to 
address  the  problem  of  Tris  possibly 
reentering  the  market  in  uses  with 
human  exposure  potential  is  a  section 
8(a)  reporting  rule  to  allow  EPA  to 
monitor  future  development  in 
production  and  use  of  this  chemical. 

Function  of  Proposed  Rule 

Under  the  authority  of  section  8(a)  of 
TSCA,  the  Agency  is  proposing  to 
promulgate  a  rule  requiring  advance 
notice  of  the  manufacture  or  importation 
of  a  chemical  substance  and  notice  of 
any  current  manufacture  or  importation. 
If  EPA  finds,  after  appropriate 
investigation,  that  an  unreasonable  risk 
may  result  from  a  new  or  existing 
activity  using  PBBs  or  Tris,  EPA  will 
consider  additional  regulatory  action  to 
control  such  activity,  including  a  ban 
under  section  6. 

Definitions 

For  the  purposes  of  this  proposed  rule, 
the  term  “PBS”  (polybrominated 
biphenyls)  refers  to  chemical  substances 
or  mixtures  whose  compositions, 
without  regard  to  impurities,  consist  in 
whole  or  in  part,  of  brominated  biphenyl 
molecules  having  the  molecular  formula 
Ci0HxBry  where  x-(-y=10  and  y  ranges 
from  1  to  10.  For  the  purposes  of  Part 
713,  "PBBs”  refers  to  both  discrete 
chemical  substances  (e.g., 
monobromobiphenyl, 
heptabromobiphenyl, 
octabromobiphenyl,  etc.)  and  mixtures 
of  brominated  biphenyls.  However,  the 
reporting  requirements  of  this  proposed 
rule  are  effectively  limited  to  those  PBBs 
which  have  been  reported  for  the 
Inventory — dibromobiphenyl, 
octabromobiphenyl, 
nonabromobiphenyl,  and 
decabromobiphenyl — and  those  that 
might  be  reported  for  the  revised 
Inventory.  Manufacture  or  import  of 
others  PBBs  will,  of  course,  require  a 
premanufacture  notice. 

The  term  "Tris”  refers  to  tris  (2,3- 
dibromopropyl)  phosphate.  This  term 
includes  all  commercially  available 
grades  of  Tris. 

“Propose  to  manufacture  or  import”  is 
defined  in  this  rule  to  mean  that  a 
person  has  made  a  management 
decision  to  commit  financial  resources 
toward  the  manufacture  or  import  of  a 
chemical  substance  or  mixture. 

EPA  recognizes  that  the  point  at 
which  a  company  "proposes  to 
manufacture  or  import”  a  chemical 


substance  may  vary  considerably  from 
company  to  company.  EPA  believes  that 
once  a  company  has  committed 
financial  resources  to  produce  a 
chemical,  it  will  have  a  firm  intent  to 
manufacture  or  import  it,  and  that  this  is 
the  proper  time  to  report  to  EPA.  A 
company  could  commit  financial 
resources  by,  for  example,  hiring 
additional  personnel,  commissioning 
market  studies,  purchasing  production 
equipment,  or  contracting  for  raw 
materials.  The  Agency  is  requesting 
comment  on  this  definition  and  solicits 
alternatives. 

“Small  manufacturer  or  importer”  » 
refers  to  a  manufacturer  or  importer 
with  total  annual  sales  of  less  than 
$500,000.  However,  no  person  is  a  small 
manufacturer  or  importer  with  respect  to 
PBBs  or  Tris  manufactured  or  imported 
in  quantities  greater  than  10,000  pounds. 
Thus,  a  notice  would  have  to  be 
submitted  by  a  manufacturer  or  importer 
if  PBBs  or  Tris  were  manufactured  or 
imported  in  quantities  greater  than 
10,000  pounds.  The  Agency  must 
balance  the  need  to  know  if  firms  are 
manufacturing  or  importing  these  * 
chemicals  in  substantial  quantities 
against  the  marginal  reporting  costs 
which  would  be  incurred  by  these  firms. 
10,000  pounds  was  selected  because  it 
can  serve  the  needs  of  EPA  and,  at  the 
same  time,  not  burden  small 
manufacturers  and  importers. 

Requirements 

TSCA  section  8(a)  authorizes  the 
Administrator  to  promulgate  rules  under 
which  each  person  (other  than  a  small 
manufacturer  or  processor),  who 
manufacturers  or  processes  or  who 
proposes  to  manufacture  or  process  a 
chemical  substance  or  mixture,  shall 
submit  such  reports  as  the 
Administrator  may  reasonably  require. 

In  TSCA,  the  term  manufacture  includes 
to  import. 

Under  this  rule  the  reporting 
requirement  would  consist  of  a  notice  to 
EPA  stating  that  a  person  is 
manufacturing  or  proposing  to 
manufacture  PBBs  or  Tris,  or  is 
importing  or  proposing  to  import  PBBs  or 
Tris  as  a  chemical  substance  in  bulk  or 
as  part  of  a  mixture.  This  rule  would  not 
apply  to  processors. 

The  notice  would  include  company 
name  and  address;  principal  technical 
contact;  a  description  of  the  use  or 
intended  use  for  the  PBBs  or  Tris: 
estimated  exposure  during  manufacture, 
importation,  disposal,  processing, 
distribution,  or  use;  estimated 
production  volume;  and,  as  appropriate, 
the  proposed  date  for  the  resumption  of 
manufacture  or  import  of  PBBs  or  Tris. 
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Small  manufacturers  or  importers  as 
defined  in  §  713.11(1),  persons  who 
manufacture  or  import  or  who  propose 
to  manufacture  or  import  PBBs  or  Tris 
solely  for  research  and  development  or 
as  a  byproduct  or  impurity,  and  persons 
who  import  or  propose  to  import  PBBs  or 
Tris  as  part  of  an  article,  would  not  be 
subject  to  this  proposed  rule. 

The  decision  to  exempt  importers  of 
articles  from  the  requirements  of  this 
proposed  rule  is  consistent  with 
previous  Agency  reporting  provisions 
for  the  inventory  (42  FR  64572  et  seq.) 
and  the  proposed  premanufacture 
notification  regulations  (44  FR  2242  et 
se<7-).  These  importers  would  be  exempt 
from  this  rule  because  EPA  believes  that 
articles  containing  PBBs  pose  a  minimal 
risk  to  health  and  the  environment,  and 
that,  in  many  instances,  importers  of 
articles  containing  plastic  components 
would  not  be  aware  that  they  contained 
PBBs.  Importers  of  Tris-treated  or  Tris- 
containing  articles  would  also  likely  not 
know- that  they  were  importing  Tris. 
Moreover.  CPSC’s  rules  preclude  use  of 
Tris  in  children’s  wearing  apparel,  and 
hence,  import  of  Tris  as  a  part  of 
children's  wearing  apparel  is  prohibited. 
This  has  been  the  use  of  greatest 
concern.  The  Agency  specifically 
requests  comments  on  this  proposed 
reporting  exemption.  An  alternative 
approach  which  EPA  has  considered  is 
to  apply  the  reporting  requirement  to 
persons  who  know  that  they  are 
importing  or  intend  to  import  PBBs  or 
Tris  as  part  of  an  article.  EPA  invites 
comment  on  whether  the  rule  should 
cover  such  persons. 

Confidentiality 

Any  person  submitting  a  notice  may 
claim  any  part  or  all  of  the  notice  as 
confidential.  Information  which  is 
claimed  confidential  will  be  disclosed 
by  EPA  only  to  the  extent  and  by  means 
of  the  procedures  set  forth  in  the 
Agency’s  business  confidentiality  rules, 
40  CFR  Part  2. 

Information  Request 

The  Agency  specifically  requests 
comment  on  the  uses  of  Tris.  The  only 
functional  use  of  Tris  known  the  Agency 
is  its  use  as  a  fire-retardant  additive, 
primarily  for  synthetic  polymeric 
materials.  If  any  person  knows  of  other 
uses  of  Tris.  the  Agency  would 
appreciate  having  the  information. 

Tris  use  information  should  be 
submitted  to  the  Document  Control 
Officer,  EPA,  Chemical  Information 
Division,  Office  of  Toxic  Substances 
(TS-793),  Washington,  DC  20460. 
Attention:  Tris  Use  Information. 


Public  Record 

EPA  has  established  a  public  record 
for  this  rulemaking  (docket  number 
OTS-081005)  which,  along  with  a 
complete  index,  is  available  for 
inspection  in  the  OTS  Reading  Room 
from  9:00  a.m.  to  5:00  p.m.  on  working 
days  (401  M  Street,  SW.,  Washington, 

DC  20460).  This  record  includes  basic 
information  considered  by  the  Agency  in 
developing  this  proposed  rule.  The 
Agency  will  supplement  the  record  with 
additional  information  as  it  is  received. 
The  record  includes  the  following 
categories  of  information: 

1.  This  proposed  rule. 

2.  Documents  supporting  potential 
PBB  section  6  action. 

3.  Analysis  of  options  for  definition  of 
Small  Business,  and  estimated  cost  of 
the  initial  section  8(a)  reporting 
requirement. 
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EPA  anticipates  adding  to  the 
rulemaking  record  the  following  types  of 
information: 

1.  All  comments  on  this  proposed  rule. 

2.  All  relevant  support  documents  and 
studies. 

3.  Records  of  all  communications 
between  EPA  personnel  and  persons 
outside  the  Agency  pertaining  to  the 
development  of  this  rule.  (This  does  not 
include  any  inter-  or  intra-agency 
memoranda  unless  specifically  noted  in 
the  index  of  the  rulemaking  record). 

4.  Minutes,  summaries,  or  transcripts 
of  any  public  meetings  held  to  develop 
this  rule. 

5.  Any  factual  information  considered 
by  the  Agency  in  developing  the  rule. 

EPA  will  identify  the  complete 
rulemaking  record  on  or  before  the  date 
of  promulgation  of  the  regulation,  as 
prescribed  by  section  19(a)(3)  of  TSCA 
(15  U.S.C.  2618(a)(3))  and  will  accept 
additional  material  for  inclusion  in  the 
record  at  any  time  between  this  notice 
and  such  designation.  The  final  rule  will 
also  permit  persons  to  point  out  any 
errors  or  omissions  in  the  record. 

Note. — EPA  has  determined  that  this 
document  does  not  contain  a  major  proposal 
requiring  preparation  of  an  Economic  Impact 
Analysis  Statement  under  Executive  Order 
No.  12044  and  OMB  Circular  No.  A107. 

Under  Executive  Order  12044  EPA  is 
required  to  judge  whether  a  regulation  is 
“significant"  and  therefore  subject  to  the 
procedural  requirements  of  the  Order  or 
whether  it  may  follow  other  specialized 
development  procedures.  EPA  labels  these 
other  regulations  “specialized”.  I  have 
reviewed  this  regulation  and  determined  that 
it  is  a  specialized  regulation  not  subject  to  the 
procedural  requirements  of  Executive  Order  , 
12044. 

Dated:  October  3, 1979. 

Douglas  M.  Costle, 

Administrator. 

It  is  proposed  that  Title  40,  Chapter  I, 
be  amended  by  adding  the  new  Part  713 
to  read  as  follows: 

PART  713— REPORTING  AND 
RECORDKEEPING  REQUIREMENTS 

Submission  of  Notice  of  Manufacture  or 
Import  of  PBBs  and  Tris 

Sec. 

713.11  Definitions. 

713.12  Scope. 

713.13  Compliance.  1 

713.14  Persons  who  must  report. 

713.15  Persons  not  subject  to  this  rule. 

713.16  Reporting  requirements. 

713.17  Confidentiality  claims. 

713.18  Sunset  provision. 

Authority:  Sec.  8(a),  Pub.  L.  94-469,  90  Stat. 
2027  (15  U.S.C.  2607(a)). 

§713.11  Definitions. 

All  definitions  as  set  forth  in  the  Toxic 
Substances  Control  Act  (TSCA)  section 
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3  apply  for  this  rule.  In  addition,  the 
following  definitions  are  provided  for 
the  purposes  of  this  rule. 

(a)  "Article”  means  a  manufactured 
item  (1)  which  is  formed  to  a  specific 
shape  or  design  during  manufacture,  (2) 
which  has  end  use  function(s) 
dependent  in  whole  or  in  part  upon  its 
shape  or  design  during  end  use.  and  (3) 
which  has  either  no  change  of  chemical 
composition  during  its  end  use  or  only 
those  changes  of  composition  which 
have  no  commercial  purpose  separate 
from  that  of  the  article,  and  that  result 
from  a  chemical  reaction  that  occurs 
upon  end  use  of  other  chemical 
substances,  mixtures,  or  articles;  except 
that  fluids  and  particles  are  not 
considered  articles  regardless  of  shape 
or  design. 

(b)  “Byproduct"  means  a  chemical 
substance  produced  solely  without  a 
commercial  intent  during  the 
manufacture,  processing,  use,  or 
disposal  of  another  chemical 
substance(s)  or  mixture(s). 

(c)  “EPA"  means  the  United  States 
Environmental  Protection  Agency. 

(d)  "Importer”  means  any  person  who 
imports  any  chemical  substance  or  any 
chemical  substance  as  part  of  a  mixture 
or  article  into  the  customs  territory  of 
the  United  States,  and  includes:  (1)  the 
person  primarily  liable  for  the  payment 
of  any  duties  on  the  merchandise,  or  (2) 
an  authorized  agent  acting  on  his  behalf 
(as  defined  in  19  CFR  1.11).  Importer 
also  includes,  as  appropriate: 

(i)  The  consignee. 

(ii)  The  importer  of  record. 

(iii)  The  actual  owner  if  an  actual 
owner's  declaration  and  superseding 
bond  has  been  filed  in  accordance  with 
19  CFR  141.20. 

(4)  The  transferee,  if  the  right  to  draw 
merchandise  in  a  bonded  warehouse  has 
been  transferred  in  accordance  with 
Subpart  C  of  19  CFR  Part  144. 

For  the  purpose  of  this  definition,  the 
customs  territory  of  the  United  States 
consists  of  the  50  states.  Puerto  Rico, 
and  the  District  of  Columbia. 

(e)  “Import  in  bulk  form"  means  to 
import  a  chemical  substance  (other  than 
as  part  of  a  mixture  or  article)  in  any 
quantity,  in  cans,  bottles,  drums,  barrels, 
packages,  tanks,  bags,  or  other 
containers,  if  the  chemical  substance  is 
intended  to  be  removed  from  the 
container  and  the  substance  has  an  end 
use  or  commercial  purpose  separate 
from  the  container. 

(f)  "Impurity"  means  a  chemical 
substance  which  is  unintentionally 
present  with  another  chemical 
substance. 

(g)  “Manufacture”  means  to 
manufacture  for  commercial  purposes. 


(h)  (1)  “Manufacture  for  commercial 
purposes”  means  to  import,  produce,  or 
manufacture  with  the  purpose  of 
obtaining  an  immediate  or  eventual 
commercial  advantage  for  the 
manufacturer,  and  includes,  among 
other  things,  such  "manufacture”  of  any 
amount  of  a  chemical  substance  or 
mixture, 

(i)  For  commercial  distribution, 
including  for  test  marketing,  and 

(ii)  For  use  by  the  manufacturer, 
including  use  for  product  research  and 
development,  or  as  an  intermediate. 

(2)  Manufacture  for  commercial 
purposes  also  applies  to  substances  that 
are  produced  coincidentally  during  the 
manufacture,  processing,  use,  or 
disposal  of  another  substance  or 
mixture,  including  both  byproducts  that 
are  separated  from  that  other  substance 
or  mixture  and  impurities  that  remain  in 
that  substance  or  mixture.  Such 
byproducts  and  impurities  may,  or  may 
not,  in  themselves  have  commercial 
value.  They  are  nonetheless  produced 
for  the  purpose  of  obtaining  a 
commercial  advantage  since  they  are 
part  of  the  manufacture  of  a  chemical 
product  for  a  commercial  purpose. 

(i)  "Person”  includes  any  individual, 
firm,  company,  corporation,  joint- 
venture,  partnership,  sole  proprietorship, 
association,  or  any  other  business 
entity;  any  State  or  political  subdivision 
thereof;  any  municipality;  any  interstate 
body;  and  any  department,  agency,  or 
instrumentality  of  the  Federal 
Government. 

(j)  “PBBs"  (polybrominated  biphenyls) 
means  chemical  substances  or  mixtures 
whose  compositions,  without  regard  to 
impurities,  consist  in  whole  or  part,  of 
brominated  byphenyl  molecules  having 
the  molecular  formula  CioFUBRy  where 

x  +  y=10  and  y  ranges  from  1  to  10. 

(k)  “Propose  to  manufacture  or 
import”  means  that  a  person  has  made  a 
management  decision  to  commit 
financial  resources  toward  the 
manufacture  or  import  of  a  chemical 
substance  or  mixture. 

(l)  "Small  manufacturer  or  importer” 
means  a  manufacturer  or  importer 
whose  total  annual  sales  are  less  than 
$500,000,  based  upon  the  manufacturer’s 
or  importer’s  latest  complete  fiscal  year, 
except  that  no  manufacturer  or  importer 
is  a  small  manufacturer  or  importer  with 
respect  to  PBBs  or  Tris  which  such 
person  manufactured  at  one  site  or 
imported  in  quantities  greater  than 
10,000  pounds  during  the  latest  calendar 
year.  In  the  case  of  a  company  which  is 
owned  or  controlled  by  another 
company,  total  annual  sales  shall  be 
based  on  the  total  annual  sales  of  the 
owned  or  controlled  company,  the 
parent  company,  and  all  companies 


owned  or  controlled  by  the  parent 
company  taken  together. 

(m)  “Tris"  means  tris(2,3- 
dibromopropyl)  phosphate  (also 
commonly  named  DBPP,  TBPP,  and  Tris- 
BP)  and  includes  all  commercially 
available  grades  of  tris(2,3- 
dibromopropyl)  phosphate. 

(n)  "TSCA”  means  the  Toxic 
Substances  Control  Act,  15  U.S.C.  2601 
et  seq. 

§713.12  Scope. 

This  rule  establishes  procedures 
governing  reporting  by  persons  who 
manufacture  or  import  or  who  propose 
to  manufacture  or  import  tris,  or  PBBs 
which  have  been  reported  for  the 
Inventory. 

§  713.13  Compliance. 

Violation  of  the  requirements  of  this 
rule  may  result  in  civil  penalty  or 
criminal  prosecution,  as  provided  in 
sections  15  and  16  of  TSCA.  In  addition, 
under  section  17,  the  Government  may 
seek  judicial  relief  to  compel  submission 
of  required  information. 

§  713.14  Persons  who  must  report 

Except  as  provided  in  §  713.15,  the 
following  persons  are  subject  to  this 
rule: 

(a)  Persons  who  manufacture  or 
propose  to  manufacture  Tris,  or  PBBs 
which  have  been  reported  for  the 
Inventory. 

(b)  Persons  who  import  (importers)  or 
propose  to  import  Tris,  or  PBBs  which 
have  been  reported  for  the  Inventory,  as 
a  chemical  substance  in  bulk  or  as  part 
of  a  mixture. 

§  713.15  Persons  not  subject  to  this  rule. 

The  following  persons  are  not  subject 
to  this  rule: 

(a)  Persons  who  are  small 
manufacturers  or  importers,  as  defined 
in  {  713.11(1). 

(b)  Persons  who  manufacture  or 
import  and  persons  who  propose  to 
manufacture  or  import  PBBs  or  Tris 
solely  for  research  and  development. 

(c)  Persons  who  manufacture  or 
import  and  persons  who  propose  to 
manufacture  or  import  PBBs  or  Tris  as  a 
byproduct  or  impurity. 

(d)  Persons  who  import  or  propose  to 
import  PBBs  or  Tris  as  part  of  an  article. 

§  7 1 3. 1 6  Reporting  requirements. 

(a)  Persons  subject  to  this  rule  as 
described  in  §  713.14  must  notify  EPA  of 
current  or  proposed  manufacture  or 
import  of  PBBs  or  Tris.  Persons  who  are 
manufacturing  or  importing  PBBs  or  Tris 
when  this  rule  is  promulgated  must 
notify  EPA  within  30  days  of  the 
effective  date  of  the  rule.  Persons  who 
propose  to  manufacture  or  import  PBBs 
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or  Tris  must  notify  EPA  as  soon  as  they 
propose  to  manufacture  or  import  the 
substance. 

(b)  The  notice  must  include  the 
following  information: 

(1)  Company  name  and  address. 

(2)  Principal  technical  contact. 

(3)  A  description  of  the  use  or 
intended  use  for  the  PBBs  or  Tris. 

(4)  Estimated  number  of  persons 
exposed  to  the  PBBs  or  Tris  during 
manufacture,  importation,  disposal, 
processing,  distribution,  or  use. 

(5)  Quantity  {by  weight)  manufactured 
or  imported  within  twelve  months  prior 
to  the  effective  date  of  the  rule  and/or 
estimated  quantity  (by  weight)  to  be 
manufactured  or  imported  in  the 
foreseeable  future. 

(6)  The  proposed  date  for  the 
initiation  of  manufacturing  or 
importation  of  PBBs  or  Tris,  if 
appropriate. 

(c)  Notices  shall  be  submitted  by 
certified  mail  to  the  Document  Control 
Officer,  Environmental  Protection 
Agency,  Chemical  Information  Division, 
Office  of  Toxic  Substances  (TS-793), 
Washington,  DC  20460.  ATTN:  PBB 
notification  or  Tris  notification. 

§  7 1 3. 1 7  Confidentiality  claims. 

(a)  Any  person  submitting  a  notice 
under  this  rule  may  assert  a  business 
confidentiality  claim  covering  all  or  any 
part  of  the  notice.  Any  information 
covered  by  a  claim  will  be  disclosed  by 
EPA  only  to  the  extent  and  by  means  of 
the  procedures  set  forth  in  Part  2  of  this 
title. 

(b)  If  no  claim  accompanies  the  notice 
at  the  time  it  is  submitted  to  EPA,  the 
notice  will  be  placed  in  an  open  file 
available  to  the  public  without  further 
notice  to  the  respondent. 

(c)  To  assert  a  claim  of  confidentiality 
for  data  contained  in  a  notice,  the 
respondent  must  submit  two  copies  of 
the  notice. 

(1)  One  copy  of  the  notice  must  be 
complete.  In  that  copy  the  respondent 
must  indicate  what  data,  if  any,  are 
claimed  as  confidential  by  marking  the 
specific  information  on  each  page  with  a 
label  such  as  “confidential", 
"proprietary”,  or  “trade  secret". 

(2)  If  some  data  in  the  notice  are 
claimed  as  confidential,  the  respondent 
must  submit  a  second  copy.  The  second 
copy  must  be  complete  except  that  all 
information  claimed  as  confidential  in 
the  first  copy  must  be  deleted. 

(3)  The  first  copy  of  the  notice  will  be 
for  internal  use  by  EPA.  The  second 
copy  will  be  placed  in  an  open  file  to  be 
available  to  the  public. 

(4)  Failure  to  furnish  a  second  copy  of 
the  notice  when  information  is  claimed 
as  confidential  in  the  first  copy  will  be 


considered  a  presumptive  waiver  of  the 
claim  of  confidentiality.  EPA  will  notify 
the  respondent  that  a  finding  of  a 
presumptive  waiver  of  the  claim  of 
confidentiality  has  been  made.  The 
respondent  has  15  days  from  the  date  of 
notification  to  submit  the  required 
second  copy.  Failure  to  submit  the 
second  copy  will  cause  EPA  to  place  the 
first  copy  in  the  public  file. 

(d)  In  submitting  a  claim  of 
confidentiality,  a  person  attests  to  the 
truth  of  the  following  four  statements 
concerning  all  information  which  is 
claimed  confidential: 

(1)  My  company  has  taken  measures 
to  protect  the  confidentiality  of  the 
information,  and  it  intends  to  continue 
to  take  such  measures. 

(2)  The  information  is  not,  and  has  not 
been,  reasonably  obtainable  without  our 
consent  by  other  persons  (other  than 
government  bodies)  by  use  of  legitimate 
means  (other  than  discovery  based  on  a 
showing  of  special  need  in  a  judicial  or 
quasi-judicial  proceeding). 

(3)  The  information  is  not  publicly 
available  elsewhere. 

(4)  Disclosure  of  the  information 
would  cause  substantial  harm  to  our 
competitive  position. 

§  713.18  Sunset  provision. 

The  reporting  requirements  of  §  713.16 
will  terminate  on  May  1, 1984. 
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